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Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including tlie fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 

forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 22 
August 2007 has been entered. 

DETAILED ACTION 

The Office acknowledges the receipt of Applicant's election and Amendment, 
filed on 1 1 February 2008. Claims 2, 7-9, 1 1 , 12 and 16-38 are cancelled. New claims 
39-113 are added. Claims 1,3-6, 10, 13-15, and 39-113 are pending. 

Election/Restriction 

Applicant elects SEQ ID NO:26, with traverse. Applicant further requests 
examining multiple sequences together based on the ground that the sequences are 
obtained from and are overlapping regions of the same HERV isolate, HERV-K (CH). 
Applicant's traversal is unpersuaslve because, even thought the sequences may 
overlap, their searches are not coextensive and each requires its own search and 
considerations of other patentability issues. Furthermore, a search of more than one of 
the sequences present in these claims presents an undue burden on the Patent and 
Trademark Office due to the complex nature of the search in terms of computer time 
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needed to perform the search and the subsequent analysis of the search results by the 
examiner. In view of the foregoing, one sequence is considered to be a reasonable 
number of sequences for examination. 

The restriction among the different sequences that may be used in the claimed 
methods is maintained. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 4-6, 50-52, 66-68, 80-82, 91-93, 100-102 and 109-1 1 1 are withdrawn 
from further consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected 
invention/sequence, there being no allowable generic or linking claim. Applicant timely 
traversed the restriction (election) requirement in the reply filed on 1 1 February 2008. 

Claims 1, 3, 10, 13-15, 39-49, 53-65, 69-79, 83-90, 94-99, 103-108, 112 and 113 
are examined to the extent that they read on the elected sequence, SEQ ID NO:26. 

Priority 

Acknowledgement is made of Applicant's claim for priority under 35 U.S.C. 
1 19(e) to United States Provisional Application No. 60/251,830 filed December 07, 
2000. In light of the fact that the presently claimed subject matter is fully supported by 
the disclosure of this U.S. Provisional Application, benefit to this earlier filed U.S. 
Provisional Application has been granted. The effective filing date of the instant 
application is December 07, 2000. 
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Information Disclosure Statement 

Applicant's Information Disclosure Statements (IDS) filed February 1 1 , 2008 (one 
page) and November 08, 2007 (two pages) have each been received and entered into 
the application. As reflected by the attached, completed copies of form PTO-1449A 
(three pages total), the Examiner has considered the cited references. 

The Information disclosure statement (IDS) filed on September 17, 2003 is not in 
compliance with the provisions of 37 CFR 1 .97. The non-patent literature citations on 
sheet 4-6 are not compliant with 37 CFR 1 .98 (b)(5), i.e., they are missing the titles. 
See MPEP §609. Appropriate correction is required. 

Claim Rejections - 35 USC § 112, 2"" H 

The following is a quotation of the second paragraph of 35 U.S.C. §1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 3, 10, 13-15, 39-49, 53-65, 69-79, 83-90, 94-99, 103-108, 112 and 113 

are rejected under 35 U.S.C. §112, second paragraph, as being indefinite for falling to 

particularly point out and distinctly claim the subject matter which applicant regards as 

the invention. 

Claim 1 recites "assaying In a patient prostate or blood sample an expression 
product." Since the phrase "expression product" reads on both RNA and a polypeptide. 
Does this mean that the prostate cancer associated virus (PCAV) RNA or polypeptide 
can be assayed from both prostate and blood samples, or does this mean that the 
PCAV RNA is assayed in a prostate sample and the PCAV polypeptide is assayed in a 
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blood sample? Claim 1 also recites "an increased level of said expression product 
relative to a control sample level." The word "increased" is indefinite because it is 
unclear how much more expression as compared to the control sample is considered 
"increased" level of expression. Is it at least 110%, 120%, 130%, or 150%? 

All the dependent claims, 3, 10, 13-15, 39-49, 53-65, 69-79, 83-90, 94-99, 103- 
108, 1 12 and 113, are also rejected. 

In order to obviate this rejection. Applicants may consider amending the claim to 
read similarly to the following language: 

Claim 1 . A method of screening for early stage prostate cancer comprising: 

1 ) obtaining a patient prostate or blood sample; 

2) assaying said prostate sample for human mouse mammary tumor virus (MMTV)-like 
retrovirus subgroup 2 (HML-2) RNA that hybridizes under stringent conditions to a 
hybridization probe consisting of SEQ ID NO.: 26; or assaying said blood sample for an 
HERV-K (HML-2) polypeptide with an antibody; 

3) comparing the detection signal level of RNA or polypeptide obtained in step 2) to a 
control sample, 

wherein an increased level of at least 150% relative to a control sample indicates an 
increased incidence of prostate cancer in the patient. 

Claim Rejections - 35 USC § 112, 1^* % scope of enablement 

The following is a quotation of the first paragraph of 35 U.S.C. §112: 

The specification sliall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 



Application/Control Number: 10/016,604 Page 6 

Art Unit: 1648 

art to which it pertains, or with which it is most nearly connected, to mal<e and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 3, 10, 13-15, 39-49, 53-65, 69-79, 83-90, 94-99, 103-108, 112 and 113 
are rejected under 35 U.S.C. §112, first paragraph, because the specification, while 
being enabling for assaying HERV-K(CH) expression product, does not reasonably 
provide enablement for assaying PCAV expression product. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention commensurate in scope with these claims. 

In making a determination as to whether an application has met the requirements 
for enablement under 35 U.S.C. 1 1 2 H 1 , the courts have put forth a series of factors 
(MPEP §21 64.01 (a)). See, In re Wands, 8 USPQ2d 1400, at 1404 (CAFC 1988); and 
Ex Parte Forman, 230 U.S.P.Q. 546 (BPA1 1986). The factors that may be considered 
include (1) the quantity of experimentation necessary, (2) the amount of direction or 
guidance presented, (3) the presence or absence of working examples, (4) the nature of 
the invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims. Id. While it 
is not essential that every factor be examined in detail, those factors deemed most 
relevant should be considered. 

The instant invention is a method of screening for early stage prostate cancer, 
the method comprising the step of assaying in a patient prostate or blood sample, an 
expression product of a prostate cancer associated virus (PCAV) wherein an increased 
level of said expression product relative to a control sample level indicates that the 
patient should undergo further testing for the presence of prostate cancer, and wherein 
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said PCAV expresses an RNA tliat hybridizes, under high stringency hybridization 
conditions, to SEQ ID NO: 26, to a complement of the nucleotide sequence, or to a DNA 
sequence having at least 85%, 90%, 95%, 98% or 99% identity. SEQ ID NO: 26 is the 
antigenic sequence in the 3'-Pol region of a human endogenous retrovirus K (HERV-K), 
which is the human endogenous MMTV-like subgroup 2 (HML-2). The word 
"complement" reads on both the full length and the fragment complement sequence. 
The limitation "PCAV" encompasses all viruses that can hybridize with the HML-2 
HERV-K(CH) 3'-Pol region or a homologous variant thereof, according to the description 
in the specification (page 7). 

The guidance in the specification is limited to the up-regulation of one particular 
HML-2, which is designated as "HERV-K(CH)" (page 37-47). There is guidance to the 
detection of HML-2 polypeptides in a cell culture sample (page 15-18) and assaying the 
HERV-K(CH) RNA levels in patient prostate samples with hybridization probes (page 
79-80), which shows that up-regulation by at least 150% (page 25) is associated with 
increased chance of prostate cancer. The specification does not provide guidance 
towards any other PCAV virus. The working example shows that not all HERV-K 
viruses display up-regulation of gene expression in association with prostate tumors 
(page 92, TABLE 9). For example, HML-2 displays expression up-regulation while 
HML-6 does not. There is one working example of diagnostic imaging in tissue samples 
of xenog rafted mice using HERV-K(CH)-specific antibodies (page 83-84). 

The specification and the prior art does not teach how other members of HML-2 
or HERV-K or PCAV are closely related to prostate cancer so that an up-regulation can 
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be detected in samples witli increased incidence of prostate cancer. "Experimentation 
must not require ingenuity beyond that to be expected of one of ordinary skill in the art." 
See Fields v. Conover, 443 F.2d 1386, 170 USPQ 276 (CCPA 1970). In the instant 
case, a prostate cancer screening method detecting up-regulation of PCAV is not 
considered routine in the art, and without sufficient guidance in the art or the instant 
specification to the specific virus isolates to which this screen method applies, one 
skilled in the art is left with undue experimentation to identify all viruses that hybridize 
with the elected SEQ ID NO:26 and to verify the effectiveness of the screening method. 

Applicants have not provided sufficient guidance to allow one skilled in the art to 
practice the full scope of the claimed invention with a reasonable expectation of success 
and without undue experimentation. In the absence of such guidance and evidence, the 
specification fails to provide an enabling disclosure. A conclusion of lack of enablement 
means that, based on the evidence regarding each of the above factors, the 
specification, at the time the application was filed, would not have taught one skilled in 
the art how to make and/or use the full scope of the claimed invention without undue 
experimentation. In re Wright, 999 F.2d 1557,1562, 27 USPQ2d 1510, 1513 (Fed. Cir. 
1993). 

Conclusion 

No claim is allowable. 

Applicant is reminded that any amendment must point to a basis in the 
specification so as not to add new matter. See MPEP §714.02 and §2163.06. 
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Correspondence 

Any inquiry concerning this communication or earlier communications from tine 
examiner should be directed to Louise Humphrey, Ph.D. whose telephone number is 
571-272-5543. The examiner can normally be reached on Mon-Fri, 9:30 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/L. H./ 

Examiner, Art Unit 1648 
/Bruce Campell/ 

Supervisory Patent Examiner, Art Unit 1648 



